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22 As I demonstrate in Part IV, courts seem to have adopted this skepticism towards FDA-regulated firms.
III. HOW THE DISTINCTION EVOLVED
The distinction between commercial and noncommercial speech first emerged in 1942, when the Supreme Court rejected a transparent attempt to add political objections to an advertisement and use the First Amendment to shield it from regulation. 23 In a "casual, almost offhand" ruling, the Court held that the First Amendment does not cover "purely commercial advertising,"" without elaborating what this meant. So, as the story goes, "the Supreme Court plucked the commercial speech doctrine out of thin air."" Although this holding lingered for over three decades, the Court seemed to recognize much earlier that commercial speech deserved at least some protection. And with it sprouted the need to define commercial speech with more granularity. When the Supreme Court finally held that the First Amendment protects commercial speech in the mid 1970s, 28 it explained in a footnote that "commonsense differences" could distinguish commercial from noncommercial varieties. 29 Initially, this meant speech that "does no more than propose a commercial transaction."" But instead of sketching out boundaries for tougher cases, the Court was more comfortable speaking about paradigmatic examples, particularly things that clearly were not commercial speech." For example, in Virginia State Board of Pharmacy, the Court explained that pure, noncommercial speech is concerned with the "exposition of ideas" about "truth, science, morality, and arts in general," including liberal sentiments on the administration of Government." 3 2 In doing so, the Court contrasted such speech with price advertising for prescription drugs at issue in the case. Therefore, the early In Valentine, an entrepreneur tried to evade New York City's Sanitary Code prohibition on distributing commercial handbills in public by printing on the opposite side of his advertisement a statement opposing the City Dock Department's decision to deny him a permit. See Kozinski & Banner, supra note 9, at 627-28. 24 Cammarano v. United States, 358 U.S. 498, 514 (1959) (Douglas, J., concurring). 25 Valentine, 316 U.S. at 54. 26 Kozinski & Banner, supra note 9, at 627. 27 Id. at 629 (reciting concurring and dissenting opinions as early as 1959 questioning the holding in Chrestensen in 1942).
" 
CAN SPEECH BY FDA-REGULATED FIRMS EVER BE NONCOMMERCIAL? 393
cases intuited distinctions between traditional advertising on one hand and romanticized notions of pure speech on the other. But these cases were not equipped to do much else. Of course, between these two easily identifiable poles resides a great swath of speech that is neither purely commercial nor noncommercial. And eventually litigants would ask the Supreme Court to categorize speech that did not rest comfortably on either end. Indeed, the Court foreshadowed this problem in Virginia State Board ofPharmacy, noting that commercial speech is not "wholly undifferentiable from other forms."" But the Court's 1980 opinion in Central Hudson simply explained that commercial speech is any "expression related solely to the economic interests of the speaker and its audience."" This definition also seemed too tautological.
The Court recognized that it would need to formulate a test for the tougher cases. Three years later, in Bolger v. Youngs Drug Products, the Court broadened its analysis into an implied totality of the circumstances test, asking whether the speech is an advertisement, whether it refers to a specific product, and whether the speaker has an economic motive." Though none of these factors alone could render the speech "commercial," together they could." The Court thus gradually shifted from "commonsense" distinctions that could differentiate only classic cases of paradigmatically commercial or noncommercial speech to a series of factors that could handle more difficult ones.
Yet even the more modern test in Bolger is marbled with points of confusion and contention. Summarizing the criticisms, one scholar found that "the Bolger test has attracted scant endorsement among commentators" who call it "perplexing," "unworkable," and other unflattering things. 7 To some, even the basic distinction between commercial and noncommercial speech "makes no sense."" Justice Thomas would virtually obliterate it. 3 9 Others argue that it is impossible to categorically distinguish commercial from noncommercial speech in any satisfactory way,"o as many cases simply do not reflect "a clean distinction between the market for ideas and the market for goods and services."" Still others maintain that commercial speech should not be protected by the First Amendment at all because it does not further any of the First Amendment's underlying goals or rationales.
4 2 Finally, in the middle, dozens of scholars have argued for altering or refining the distinction in various ways, 3 as I do here.
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Unfortunately, the Supreme Court recently declined an opportunity to clarify the distinction in Nike v. Kasky ." In the late 1990s, Nike defended its overseas labor practices against charges that it was underpaying and mistreating foreign workers by using a public relations campaign that included letters to newspaper editors and university administrators, press releases, and other non-advertising documents." After a consumer sued Nike under California's unfair competition laws 46 for making false and misleading statements, the California Supreme Court held that Nike's speech was commercial " [b] ecause the mcssages in question were directed by a commercial speaker to a commercial audience, and because they made representations of fact about the speaker's own business operations for the purpose of promoting sales of its products." 7 On appeal, the U.S. Supreme Court denied certiorari after originally granting it," passing up the opportunity to clarify whether Nike's speech was commercial or not. Justice Breyer's dissent argued that although a commercial speaker was addressing its business practices to a commercial audience, the form, content, and regulatory context were all noncommercial, pointing towards heightened protection.
4 9 The dismissal surprised those who predicted that the Court would declare Nike's speech to be noncommercial.so Given the Roberts Court's current composition and its aggressive stance towards First Amendment rights, one could certainly envision a different outcome today. s' Note that I include recent litigation over state prescription confidentiality laws in Vermont, New Hampshire, and Maine that limit the use and dissemination of prescriber data captured by data mining companies. Although the primary plaintiffs are data mining companies like IMS Health, which themselves are not regulated by the FDA, the Pharmaceutical Research and Manufacturers of America (PhRMA) is also a party to some of the litigation, or filed amicus briefs siding with the data mining companies. Note also that I do not include the much-watched case Allergan v. FDA, in which the biotech manufacturer challenged FDA's Good Reprint Practices Guidance, see infra note 217, arguing that any restrictions on discussing off-label uses of approved drugs are unconstitutional if the speech is truthful and not misleading, and if such off-label uses are "widely accepted" and are reimbursed by government programs like Medicare. Of these twenty-four cases, only two held that the speech was noncommercial, both of which were Lanham Act cases." Of the seventeen FDA-related cases, no court found the speech to be noncommercial, supporting the observation that "every major lawsuit challenging FDA speech restrictions has proceeded under the assumption that the speech in question is commercial in character. Of the remaining fourteen FDA-related cases in which the court affirmatively found the speech to be commercial, nine did so without really applying (and sometimes without even citing) the Bolger test, for example by jumping straight into Central Hudson. 9 Granted, five of these nine involved statements in the label or labeling of FDA-regulated products, which most parties concede are properly categorized as commercial.o And some clearly involved commercial advertising or marketing, in which case the parties often did not even contend that the speech was noncommercial."
IV. A SURVEY OF THE DISTINCTION IN FDA-RELATED CASES
Only a handful are what could be considered difficult cases, supporting Nat Stern's observation that most commercial expression is clear-cut.
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Perhaps the most well-considered opinion was penned by Judge Lamberth in WLF v. Friedman. There, the court considered First Amendment challenges to three FDA guidance documents addressing manufacturer use of article reprints, medical textbooks, and CME seminars that discuss off-label uses of FDA-approved products. 63 The court noted that reprints, reference texts, and CME seminars are not "typical" commercial speech because "the speech that manufacturers wish to communicate is the speech of others-the work product of scientists, physicians, and other academics."" But in applying the three-part Bolger test, the court found that: (i) "these activities are advertisements" because they "emphasize a desirable quality" about the product "in hopes that the physician will prescribe . . . the drug;" (ii) the speech refers to a specific product; and (iii) manufacturers "clearly have an economic motive" because these activities are shown to increase sales. 6 Hence, even in an ostensibly difficult case involving mixed, scientific speech, the court had no trouble categorizing it as commercial. 
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Only in the Lanham Act cases did courts find speech by FDA-regulated firms to be noncommercial. First, in Beharry v. Bedessee Imports, the court held not only that an article published in a local newspaper describing FDA enforcement against a food company was noncommercial speech, but also that a competitor was engaged in noncommercial speech when it emailed copies of the article to potential customers with an offer to discuss it. 66 The first holding is relatively uncontroversial-newspaper articles are generally noncommercial. Even so, the court noted that "[e]ven if the defendants paid to run the piece with a motivation toward indirectly influencing customers to buy their goods, such a motivation does not transform the piece into commercial speech." 6 7 However, the court also held that emails attaching the article were not commercial speech because reproducing the article with an offer to discuss it "is not a commercial proposition or an advertisement."" This latter holding seems quite dubious, and would be truly exceptional in cases challenging FDA restrictions on speech.
In the other Lanham Act case, Bracco Diagnostics v. Amersham Health, the court found that an article in the New England Journal of Medicine was noncommercial because "it is a protected form of speech distributed by an impartial educational journal in the field of medicine" and it "did not advocate that the reader purchase a particular product over another." 69 However, contrary to the court's position in Beharry v. Bedessee Imports, the court held that "the secondary dissemination of the article . . . does constitute actionable commercial speech."
7 ' The court recognized that the medical device industry uses scientific studies "as an especially important and prevalent marketing tool." 7 ' As in 17LF v. Friedman, the court emphasized that because of the company's financial motivations and resources, it was much more likely for positive studies about a product to reach customers than negative ones. 72 Thus, the Bracco holding seems more consonant with prevailing wisdom than the Beharry case-journal articles themselves are protected forms of speech that deserve heightened scrutiny, while secondary dissemination of these articles by companies with clear commercial interests do not. Thus, Beharry represents the only opinion in which speech by an FDA-regulated company-as opposed to speech by a third party-received heightened protection.
Moreover, the Lanham Act cases are useful only to the extent they can help predict what would happen in FDA cases. Misrepresentation and false advertising claims under the Lanham Act require that the speech occur in commercial advertising or promotion," 7 which narrows the universe of speech that might be commercial in other settings. For example, in Bracco Diagnostics, the court cited traditional commercial speech cases, but also My review thus confirms that courts have yet to encounter an FDArelated case in which the speech was noncommercial. Nonetheless, this finding does not mean that FDA-regulated firms are categorically incapable of speaking noncommercially.
V. INDICIA OF NONCOMMERCIAL SPEECH?
The Supreme Court has identified three factors for determining whether speech is commercial or not, always careful to note that no one factor alone is dispositive. 7 s The prevailing test from Bolger asks whether the speech is an advertisement, whether it refers to a specific product, and whether the speaker has an economic motive.7 6 Bolger thus considers the form, content, and motivation for the speech.
But doctrinally, with all the possible permutations speech can take, I contend that an even more disaggregated approach would be useful. 77 Arguably, the first two factors in Bolger-whether the speech is an advertisement, and whether it refers to a particular product-both point to the final factor asking whether the speaker is economically motivated. . Note also that Bill Vodra identifies six factors that FDA generally uses to distinguish promotional activities that it will regulate from educational activities that it will not: (i) the speech's content; (ii) its context; (iii) its audience; (iv) the medium used to communicate it; (v) the purported rationale for it; and (vi) the real rationale for it. Vodra, supra note 8, at 592. He notes that the distinction between promotional and educational activities "is similar to, but not the same as, the Supreme Court's division between commercial and noncommercial speech." Id. at 591. 7 The modern enunciation of what has become "the Five Ws (and one H)" is most often attributed to Rudyard Kipling, "The Elephant's Child," in JUST So STORIES 63 (Doubleday Page & Co., 1912). Again, Bill Vodra suggested that FDA uses similar but not identical criteria for distinguishing promotional from educational activities. Vodra, supra note 8, at 592-96. 79 
CAN SPEECH BY FDA-REGULATED FIRMS EVER BE NONCOMMERCIAL? 401
that distinguish it from noncommercial speech in the novel and difficult cases presented by FDA-regulated firms.
A. WHO?
Although the Supreme Court has refused to categorize all speech by commercial entities as necessarily commercial, who is speaking may have the greatest predictive power in anticipating how courts will categorize speech. Indeed, the purpose of this Article is to explore whether speech by FDAregulated firms can ever be noncommercial. The short answer of course is yes. But what would it take?
In non-FDA contexts, the Supreme Court has held that speech by commercial entities can qualify as fully protected noncommercial speech. In Consolidated Edison Co. ofNew York v. Public Service Commission, the Court found that when a power company inserted a pamphlet in its monthly bill advocating nuclear power, it was engaged in fully protected political speech.o The restriction originated with the Public Service Commission, which tried to prohibit Con Ed from including with future bills any materials advocating the company's "opinions or viewpoints on controversial issues of public policy.""' The Court struck this prohibition down, holding that companies "enjoy the full panoply of First Amendment protections for their direct comments on "182 public issues.
In the companion case, Central Hudson, the Court refused to apply heightened protection to a utility company's advertisements for energy efficient devices, even though the advertisements invoked public concerns about resource conservation." The Court drew the line between directly commenting on public issues (Consolidated Edison) and drawing connections between products and public issues in advertisements (Central Hudson), which almost any advertiser with a brain can do.
Earlier, in First National Bank of Boston v. Bellotti, the Court struck down a state statute that prohibited banks and other corporate forms from spending money to influence votes "on any question submitted to the voters, other than one materially affecting any of the property, business or assets of the corporation."" The bank tried campaigning against an amendment to the state constitution that would have authorized a graduated income tax." Despite the bank's obvious financial interest, the Court held that the value of speech about government affairs does "not depend upon the identity of its source, whether corporation, association, union, or individual."" The Court said that speech should be classified "by its content rather than its origin."'I Revisiting the twenty-four cases surveyed above, the vast majority involve speech by or on behalf of drug, device, or dietary supplement manufacturers. 
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In the Lanham Act cases that found the speech to be noncommercial, both involved speech by a third party in journals or newspapers, and only the outlier opinion in Beharry applied heightened scrutiny to the secondary dissemination of the article." But other than the blip in Beharry, none of the FDA-related cases found the speech to be noncommercial, even if made by physicians. 89 Physicians speaking as independent medical or scientific experts with no financial interest in the product presumably would receive heightened First Amendment protection; physicians speaking on behalf of drug companies presumably would not, absent unique circumstances. Ralph Hall and Elizabeth Sobotka offer a dramatized scenario:
Two people give an identical speech to an identical audience using the identical publicly available scientific information. In doing so, one person is guilty of a felony violation of the Food, Drug, and Cosmetic Act (FDCA); the other is hailed as a scientific
Who is speaking can thus convert pure speech into commercial if a company appropriates it. Again, the court in W'LF v. Friedman explained that journal reprints, reference texts, and CME seminars are not "typical" commercial speech because manufacturers are communicating the speech of scientists, physicians, and academics not employed by the company. 91 But the court found the speech to be commercial, placing considerable weight on the fact that "this information is in fact supplied by the manufacturer." 2 My intuition is that federal courts will not find speech by FDA-regulated firms to be noncommercial unless all the other criteria neatly align. Some think this is entirely appropriate. And some would even argue that all speech by corporations should be commercial, regardless of the content or circumstances. What does the speech discuss? What is its content? The first two factors in Bolger-asking whether the speech is an advertisement, and whether it refers to a particular product 95 -require courts to scrutinize the content of the speech.
The second factor, asking whether the speech refers to a specific product, is relatively straightforward, with one complication in FDA contexts. Firms might try to evade FDA's jurisdiction over "labels" and "labeling" by referring to products not by name, but by mentioning a class of products that includes their own, or by discussing the product's uses or the diseases or conditions that it treats, or by using any number of proxies without naming the product itself. Theoretically, a company might seek heightened protection for speech discussing a medical condition without explicitly mentioning the product that treats it. Nevertheless, FDA is usually able to read between the lines, and the Supreme Court has affirmed FDA's broad jurisdiction over "labeling" to include any materials that "accompany," or "supplement or explain" a product.
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But the theoretical limitation remains. The court in WLF v. Friedman noted that industry-sponsored CME might qualify as noncommercial speech if manufacturers supported "CME regardless of whether their products would ultimately be addressed."
7 Indeed, this would seem to satisfy FDA's longstanding recommendation that firms that sponsor "educational" seminars or symposia "have little or no influence" over the venue, speaker, topics, or written materials associated with such events.
9 ' Typically, the more difficult consideration is whether the speech is an advertisement under the first criterion in Bolger. The decisions that I surveyed above interpreted this factor liberally. In United States v. Caronia, the court applied a functional definition of "advertisement" to find that various promotional activities by a pharmaceutical sales representative were commercial speech. 99 And in WLF v. Friedman, the court found that hosting CME seminars and distributing reprints of scientific and medical articles were "advertisements" because they "emphasize a desirable quality" about the product "in hopes that the physician will prescribe" it. "advertisement" should be construed broadly, particularly for FDA-regulated firms.
Of course, the content of speech can include both commercial and noncommercial elements-so-called "hybrid" speech. In non-FDA cases, the Court has severed commercial from noncommercial elements, 10 ' suggesting that "severable noncommercial elements of the mixed speech at issue would be fully protected if removed from the setting of commercial solicitation."1 0 2 Accordingly, political pamphlets included with utility bills can qualify as noncommercial speech, even if the bill itself is plainly commercial.x'o
The trick of course is determining whether the elements of speech are indeed severable. The Court will ask "whether the content of a communication contains an essential, inextricable dimension of fully protected expression. "104 If the noncommercial elements are essential to the communication, 0 ' the non-severable commercial elements will also receive heightened protection.
In the FDA cases I surveyed, courts have not been very charitable on this point. For example, in IMS Health v. Sorrell, the court found that prescribing data "combines commercial and noncommercial elements" because "[i]t is factual information with a degree of redeeming social importance" that could be used to improve public health, for example, by contributing to health research, educational communications, or safety notices." 0 6 In IMS Health v. Ayotte, the First Circuit said that even if gathering and disseminating prescriber data for marketing purposes was speech rather than conduct, it "is of scant societal value." 0 7 Yet, courts in FDA-related cases have not been confronted with fact patterns similar to those in Consolidated Edison or Bellotti. Thus, for example, FDA-regulated firms might be able to directly comment on public policy issues in pamphlets distributed with physician labeling, although none have found it worthwhile to do so.
Another complication in using the content of speech to categorize it arises when the speech is scientific. Some of the most difficult cases concern companies' scientific claims about the health and safety of their products.' Courts have been careful to note that scientific articles and publications are "a protected form of speech," warning that it would be "inappropriate to inquire into the validity of scientific theories which are not commercial speech and promulgated in scientific journals."' Yet, courts will look beyond the form of the speech by asking, for example, whether a company sponsored the underlying research or paid the author to write the article, and whether the 
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405 article itself recommended that readers buy one product over another.no' There is a good argument that drug companies that hire "ghostwriters" to publish positive scientific articles about their products are engaged in commercial speech."' Thus, even in ostensibly difficult cases, courts' categorization of the speech as commercial is easily defensible.
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Judicial skepticism here might stem from courts' recognition that scientific and medical publications are "an especially important and prevalent marketing tool" for FDA-regulated industries." Indeed, some courts find that manufacturer dissemination of scientific literature is commercial speech without much analysis.' Courts also recognize that a company's resources and motivations make it much more likely for positive studies about products to reach prescribers than negative ones,"' removing some of the noncommercial gloss from these publications.
Thus, although mixed scientific speech would seem to complicate the content analysis in FDA cases, few courts have struggled to categorize speech by FDA-regulated firms as commercial."'
C. WHEN?
Courts and scholars have not paid much attention to when speech is communicated, and how such timing might distinguish commercial from noncommercial speech. Nevertheless, the timing of speech might reveal its motivations. For example, when considering whether a press release by DuPont Merck that questioned the safety of a new generic competitor was commercial, the court noted that DuPont had timed the press release to coincide with the generic drug's release.' Conversely, if a company makes public statements in a debate about the safety of a product that it has recalled or otherwise no longer markets, this could suggest noncommercial motives. 
D. WHERE?
Where is the speech directed? Is it to potential customers or prescribers? To patients? Investors? The scientific community? Policymakers? The Supreme Court's early jurisprudence identified commercial speech as that relating to the economic interests of the speaker and its audience. 119 In the Nike case, the California Supreme Court noted that the audience targeted by Nike-college administrators and the general public-"is likely to be actual or potential buyers or customers of the speaker's goods or services, or persons acting for actual or potential buyers or customers."1 Nike thus addressed its arguments to customers and potential customers. Of course, examining the target audience is not a foolproof analysis for companies like Nike whose customer base is broad and general, and who might be the intended recipients of both advertisements and public policy arguments.
Similarly, it is not easy to categorize speech by FDA-regulated firms based solely on its audience. Ordinarily, scientific speech directed at the scientific or medical communities might warrant more protection than speech directed at customers. But again, FDA-regulated firms complicate this analysis because these audiences overlap-physicians and other prescribers that properly belong to the medical and scientific community are also potential customers. In fact, courts considering First Amendment defenses to FDA actions have noted that pharmaceutical marketing and promotion is unique in this regard.
1
Nevertheless, FDA policies recognize the importance of the target audience. The prohibition against promoting products for off-label uses carves out exceptions for companies wishing to discuss off-label uses with investors, researchers, and research subjects.
1 2 2 But even these exceptions cause problems for the FDA, which recognizes that physicians and potential prescribers might also be investors and researchers. 123 Thus, although the target audience might be a relevant factor in delineating commercial from noncommercial speech, it can provide conflicting evidence as to the speaker's motives.
Further complicating the analysis is the reality that companies may target primary and secondary audiences. For example, in 1987 FDA objected to Sandoz publishing a full-page "notice" in the New York Times and Washington Post stating that one of its products did not cause a particular side effect. 124 Though the notice was addressed to physicians, the FDA took the position that Sandoz was trying to promote the product because it could have used more targeted ways to communicate that message to physicians.
2 ' Likewise, in the mid-1980s the saga of ICN Pharmaceuticals was notable in part because ICN sent video news segments to shareholders and television stations In both cases, the company tried to camouflage its intent to promote to a secondary audience by ostensibly targeting a more innocent primary audience first. Consequently, courts should read between the lines as the FDA has learned to do.
E. WHY?
Why is the speaker speaking? The speaker's motives are perhaps the most important factor in determining whether the speech is commercial or not. The Supreme Court's early jurisprudence relied heavily on economic motives to identify commercial speech. In Central Hudson, the Court said that speech is commercial if it "related solely to the economic interests of the speaker and its audience."' 28 In Bolger, the test evolved to include three factors, the third being whether the speech is economically motivated.
2 9 Again, it is arguable that the first two factors-whether the speech is an advertisement, and whether it discusses a particular product-also try to illuminate why the speaker is speaking.
Yet, as early as Virginia Board of Pharmacy, the Court recognized that economic motives do not automatically disqualify speech from heightened protection.' In Bolger, the Court reiterated that an economic motive, without more, does not render the speech commercial."' For the tougher cases, Central Hudson delineated between "direct comments on public issues" that deserve heightened protection and public policy arguments "made only in the context of commercial transactions."' 3 2 Thus, although the Court clearly considers commercial intent, it is careful not to over-rely on it.
The Court's hesitation may stem from the problem of ascertaining commercial intent, and the reality that even noncommercial speech may be economically motivated. Justice Stevens observed that "even Shakespeare may have been motivated by the prospect of pecuniary reward.""' Indeed, the Court has found speech by commercial entities to be noncommercial in cases in which the entity had a clear financial interest in speaking."' Lower courts have also shown a willingness to painstakingly review the content of speech to determine whether it proposes a commercial transaction or otherwise tries to 408 AMERICAN JOURNAL OF LAW & MEDICINE VOL. 37 NOS. 2&3 2011 induce sales.' Thus, the Court has always been careful to avoid resting the distinction on commercial intent,' which it considers almost "forbidden territory." 13 7 Nevertheless, most of the factors that courts consider essentially point towards the overarching question of why the speaker is speaking.
It is worth noting that in recent years, litigants and government investigators have uncovered internal documents that reveal motivations far different than those cited by drug and device companies.1' In the past decade, aggressive enforcement of federal fraud and abuse laws has pulled the curtain on industry marketing and promotional practices, revealing creative, sophisticated, and far-reaching efforts to generate sales. These nontraditional methods often obscure commercial intent with ostensibly educational or scientific speech.
Mixed or "hybrid" speech complicates the analysis, as noted above, but the Court has held that mixed motives do not, in and of themselves, render otherwise commercial speech noncommercial.
1 3 9 For example, "advertising which links a product to a current public debate is not thereby entitled" to heightened protection.
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The query is "whether the content of a communication contains an essential, inextricable dimension of fully protected expression."' 1 The speech in Nike v. Kasky was a unique mix of commercial and noncommercial. Breyer's dissent argued that Nike's speech deserved heightened protection in part because Nike's contribution to the debate over its foreign labor practices was central rather than peripheral.' 42 Other courts have rejected the argument by companies that commercial aspects of speech are "inextricably intertwined" with noncommercial ones, or that it is impossible to "delink" the products from public debates about them.'" Courts may ask whether the company is responsible for linking the commercial and noncommercial aspects. It is one thing for noncommercial speech to be "inextricably intertwined" with commercial speech, such that the noncommercial elements are essential to the communication," it is quite another when a company "voluntarily intertwines" the speech."' In the Warfarin Sodium Antitrust Litigation, the court found that DuPont Merck's . 127 Kozinski & Banner, supra note 9, at 640. 13s Indeed, Vodra noted in 1989 that the purported rationale for drug industry speech often varied from its "true intent." Vodra, supra note 8, at 595. 139 
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speech was commercial notwithstanding its noncommercial elements that discussed drug safety in scientific and medical terms. 14 ' DuPont Merck's statements "were not confined solely to defendant's efforts to influence public policy on generic substitution of warfarin sodium drugs."" 14 And although CME seminars include scientific and medical discussions that could easily qualify as noncommercial speech in a vacuum, courts have found that these seminars increase sales and are clearly economically motivated."' Thus, companies cannot insulate promotional efforts by inserting noncommercial speech. In fact, when the Court first confronted commercial speech back in 1942, it declined to protect an advertisement that had been amended to include political statements for the purpose of insulating it from regulation.' 49 What if the speaker's motives are mixed but skew much more heavily towards the noncommercial? The Court has held that companies deserve full First Amendment protection for noncommercial speech that directly addresses issues of public concern, even if the speaker has an obvious financial interest.so Thus, for example, it might be difficult for state or federal law to prohibit drug manufacturers from funding CME at all if the company has no influence over the speaker, the subject, or the content of the seminar, and does not engage in any marketing or advertising in connection with it.'
Likewise, a noncommercial standard might apply to speeches by medical or scientific personnel from drug companies, speaking at events that were clearly scientific or educational, for example as being one speaker on a panel of experts at a university conference.
A key question might be whether the speaker would communicate the speech if it would have no foreseeable affect, or even a negative effect, on future sales? For example, what if a drug company sponsored a CME seminar that focused on negative clinical trial results for its product? What if a company distributed reprints of a journal article that speaks favorably about a competitor's product but not its own? In 14LF v. Friedman, the court explained that manufacturers will only disseminate studies that present their products in a "favorable light."' 52 But companies will often discuss the limitations of their products, particularly if that limitation is the lack of FDA approval. For example, an executive for Genentech cautioned in an interview with a physician publication that even though retinal physicians were using its product Avastin off-label to treat age-related macular degeneration, "there have been no safety and toxicity studies conducted on Avastin" for that use.' The executive also 146 Id. 530, 544 (1980) . 15 See, e.g. Wash Legal Found., 13 F. Supp. 2d at 64 (noting that the speech might be noncommercial if manufacturers supported "CME regardless of whether their products would ultimately be addressed").
152 Id. at 65. warned that the drug and its manufacturing standards may not be suitable as an ophthalmic drug.'"' Such statements, standing alone, would probably qualify as fully protected speech.
Of course, he did not stop there. The Genentech executive also stated in the same interview that physicians prescribing Avastin for off-label uses "are doing it with noble intent, which is to help patients who are going blind as we speak," commending retinal physicians for being "a close-knit, well-informed group that has excellent communication and is motivated to do the best they can for their patients."' A skeptical court might construe this as a wink and a nod-warning that Avastin has not been tested for ophthalmic uses, but patting prescribers on the back for using it in this way (in a publication specifically targeted to retinal physicians, no less).
Moreover, even ostensibly negative statements by a company about its products might be commercially motivated on a deeper level. For example, a company might warn the public about a product's risks and side effects to insulate the company from future legal liability."' Even though such a statement obviously would not propose a commercial transaction, it could ultimately affect the company's balance sheets.
Thus, why the speaker is speaking may be the most important inquiry in Bolger-and also the most difficult to prove objectively. The other factors in Bolger arguably point to this question. I offer additional factors to consider, but even these also arguably point to the fulcrum question of why the speaker is speaking. Is it to propose a commercial transaction or otherwise to generate sales? This so-called "forbidden territory"'1 7 seems to be the key inquiry.
F. How?
How is the speech communicated? In what form and context? From early in its commercial speech jurisprudence, the Supreme Court has recognized that simply because speech is made via an advertisement "clearly does not compel the conclusion that [it is] commercial speech."' 8 Although the second factor in Bolger asks whether the speech is an advertisement, this factor alone is not dispositive. 1"6 Hall & Sobotka, supra note 79, at 14 (doubting that a court would consider this to be a sufficient economic motivation).
157 Kozinski & Banner, supra note 9, at 640.
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In fact, courts will take a hard look at how the information is packaged, presented, and distributed-the circumstances surrounding how the speech is communicated. In Wallach v. Crawford, the court found that a packet of information distributed by a dietary supplement manufacturer was commercial even though it included a chapter from the Physician's Desk Reference, a "peer-reviewed scientific reference text."' The manufacturer sent the reprint to potential customers along with a cover letter, a list of the company's products and their prices, and stickers affixed to each page with the company's name, logo, and phone number.
6 9 The packet was clearly intended to induce sales, and the court spent very little time declaring it commercial. 170 Likewise, in the Warfarin Sodium Antitrust Litigation, the court found that press releases, computer software, letters, faxes, slide presentations, and other forms of speech by DuPont Merck were commercial because each promoted the company's product in relation to its generic competitor.x Context matters here. For example, even ostensibly scientific or medical speech communicated via educational seminars and CME events can be commercial if the circumstances reveal a promotional intent. ' For example, in the Orthopedic Bone Screw Litigation, the court noted that if a seminar is organized by sales and marketing personnel, if these personnel track attendees or follow up with sales calls, if they distribute marketing and promotional materials at booths, and if the physician speakers have a direct financial stake, then the seminars as a whole would be commercial.' 7 a The Third Circuit concluded that "[i]f true, these allegations would provide strong support for characterizing the seminars as commercial speech."
17 ' This contextual evidence also drives FDA policy. For example, when the FDA decides whether a seminar is educational (and thus largely exempt from FDA requirements) or promotional (and not exempt), it considers who is speaking, whether and how the speaker is compensated, whether there is interaction with the audience suggesting a scientific exchange, the setting in which the speech occurs, and what inducements the audience received to attend.
7 ' A genuinely educational program will not involve company representatives presenting branded information, without the chance for questions and answers, on an "expense-paid cruise to Bermuda," for example.' 7 ' Even if the content itself is scientific-for example, presenting the results of clinical trials -the context would clearly be commercial. 
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Even speech that is inherently scientific-such as health claims about dietary supplements-is routinely treated by courts as commercial if it appears on the label or in the labeling of FDA-regulated products. For example, the claims that antioxidants reduce the risk of certain cancers or that omega-3 fatty acids may reduce the risk of coronary heart disease are, on their face, scientific. But courts recognize that marketers add these claims "presumably hoping to bolster sales by increasing the allure of their supplements' labels . .. .. ""' Thus, courts will look beyond the form and even the content of speech to consider the speaker's motivations.
Moreover, although courts are reluctant to find articles published in peerreviewed scientific and medical journals to be commercial speech, they will not hesitate to hold that their secondary dissemination by companies is.1 7 The original publication and its redistribution are two separate forms of speech. Moreover, FDA itself considers whether the journal is a bona fide medical journal. The agency has long been skeptical of medical journals published and funded by drug companies. 79 As Bill Vodra notes, the FDA has repeatedly criticized "start-up publications entitled, optimistically, Volume 1, Number 1," that are not followed by "Volume 1, Number 2," or that are funded entirely by one company and feature one of its products.'s Again, the context can be revealing.
Finally, rarely is speech by an FDA-regulated firm a singular event. Companies often speak as part of a larger effort to promote or brand a product. Firms frequently reinforce core advertising and promotion with peripheral speech that is more difficult to categorize as commercial at first glance.' Perhaps for this reason the FDA is particularly wary of preapproval promotion, aware that first impressions are lasting ones, and is sensitive to the fact that later corrections or qualifications are often lost on the audience.1 8 2 Thus, although not dispositive, how the speech is communicated remains important.' 17 Pearson, 164 F.3d at 651. 178 To wit, in Bracco Diagnostics, Inc. v. Amersham Health, Inc., a Lanham Act case, the court held that an article published in the New England Journal of Medicine about x-ray contrast media was noncommercial in part because "it is a protected form of speech." 627 F. Supp. 2d 384, 457 (D.N.J. 2009 ). But the court held that "secondary dissemination of the article" is commercial speech, noting that the industry uses scientific studies and articles "as an especially important and prevalent marketing tool." Id. at 458 (quoting Wash. Legal Found. v. Friedman, 13 F. Supp. 2d 51, 63 (D.D.C. 1998)) . 17 Vodra, supra note 8, at 594. 
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G. GOVERNMENT MOTIVATIONS?
A notable observation from reviewing the FDA-related cases is that courts sometimes examine the scope and purposes of the law being challenged to determine whether the speech it regulates is commercial or not. This approach conflates the first-order question of whether the speech is commercial (Bolger) with the second-order question of whether the restriction violates free speech rights (Central Hudson).
For example, in Commonwealth Brands, tobacco companies challenged the 2009 Family Smoking Prevention and Tobacco Control Act, which for the first time authorized the FDA to regulate tobacco products.' 4 The Act heavily restricts the claims that companies can make about "modified risk" products that purport to reduce the risks or harms from tobacco-related illnesses.' The Act targets not only claims made in the labeling or advertising for modified risk products, but also "any action directed to consumers through the media or otherwise.""s'
This latter provision, tobacco companies argued, covers pure, noncommercial speech because it would apply to materials like "press releases, booklets, and television appearances," among other items."' The court disagreed that the form alone could render this speech noncommercial, in part by reasoning that the statute targets speech by "economicallymotivated" tobacco companies, and that the speech is aimed at consumers and discusses a particular product.'"' But this is circular reasoning: because the statute targets commercial speech, the speech it regulates must be commercial.
Similar reasoning was employed by two courts considering First Amendment challenges to state prescription confidentiality laws that limit the use and dissemination of prescriber data captured by data mining companies. In IMS Health v. Ayotte, the court held that gathering and disseminating prescriber data was conduct rather than speech, but that even if it was speech, it would be commercial.' 89 Although the First Circuit did not spend much time on the commercial speech question, it treated the speech as commercial because the law targets only commercial uses of prescribing data.1o Likewise, in IMS Health v. Sorrell, the district court noted that while prescribing data "combines commercial and noncommercial elements," the Vermont law targets only its commercial uses in marketing and "does not regulate use of the data for non-commercial purposes such as health care research, educational communications, or safety notices." 9 ' Thus, according to both courts, the use and dissemination of prescriber data is commercial speech (if anything) because the law targets only commercial uses. First, most of these factors essentially try to reveal why the speaker is speaking-whether the speech is commercially motivated. For example, "Who is speaking?" asks whether the speaker is a commercial entity. "What does the speech discuss?" asks whether the speech proposes a commercial transaction, and whether it refers to a particular product, per Bolger. "When is the speech communicated?" asks whether the timing reveals any commercial intent. "Where is the speech directed?" tries to ascertain if the intended audience includes potential customers. "How is the speech communicated?" asks whether it is an advertisement, per Bolger. The factors thus boil down to why the speaker is speaking, suggesting that, contrary to the Court's own proclamations,'" commercial intent is paramount rather than "forbidden territory."' 5
The second notable observation is that the most frequently used proxy for determining whether speech is commercially motivated is the speaker's identity. Who is speaking thus holds significant predictive power in distinguishing commercial from noncommercial speech. Except for two Lanham Act cases of questionable relevance, every case involving an FDAregulated firm found the speech to be commercial. In the next section, I explore how the right mix of factors might lead a court to find speech by an FDA-regulated firm to be noncommercial. But again, courts have yet to encounter such a mix.
192 There are hints of this approach in at least one Lanham Act case, In re Warfarin Sodium Antitrust Litigation. There, the court held that speech by DuPont Merck arguing that its product Coumadin presented fewer safety risks than the new generic version was commercial, in part by focusing on the nature of the legal violation alleged-product disparagement. No. MDL 98-1232-SLR, 1998 WL 883469, at *13-14 (D. Del. Dec. 17, 1998) . 193 The third notable observation is that FDA-regulated firms are not internally monolithic, which can make it difficult to neatly characterize the company's motivations as commercial or not. For example, pharmaceutical firms tend to be large, complex organizations, and their scientific and medical personnel may not possess identical interests or motivations as sales and marketing personnel. Moreover, some speakers blur the line between commercial and noncommercial-in some companies, "medical liaisons" may be glorified sales representatives, but in others, they have little to no pressure to generate sales. External physicians and "thought lcaders" paid to speak on behalf of companies can also blur the line for purposes of categorizing speech. Therefore, it may be crude to categorize the speech according to the organization's interests rather than the individual speaker's.
Fourth, if all these things are true, then perhaps reductionism is the wrong approach, like trying to understand a pointillist painting by staring closely at the individual dots. Greater detail does not always produce greater clarity.
9
' If all the factors point towards a single factor-the speaker's motivations-then why bother reducing the speech into separate components?
The value, I think, in taking a reductionist approach is to more accurately isolate and evaluate the relevant factors in the difficult cases. Categorizing the speech in such cases requires courts to consider the totality of the circumstances-which itself requires courts to identify who is speaking, about what, when, where, why, and how. These queries systematically reveal the indicia of commercial speech.
VI. DISTINCTION-BLURRING SPEECH BY FDA-REGULATED FIRMS
When should speech by an FDA-regulated firm qualify as noncommercial? As I emphasize above, who is speaking is a powerful predictor of whether the speech is commercial, and courts almost uniformly categorize speech by FDA-regulated firms this way.
Nevertheless, there are scenarios in which speech by an FDA-regulated firm should qualify for heightened protection. The most obvious would involve a firm directly commenting on an issue of public concern within the parameters of Bellotti or Consolidated Edison.1 97 For instance, a drug manufacturer might include with its prescribing information or package insert a separate pamphlet opposing cuts to Medicare reimbursement. Or a tobacco company might take out a page-long ad in the New York Times objecting to a proposed FDA regulation."* Perhaps an even clearer example would be submitting public comments during notice-and-comment rulemaking by the FDA.
But would anything less explicit qualify? Press releases offer an interesting vehicle for exploring the parameters of commercial speech. Since 
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417 the early 1980s, the FDA has taken the position that press releases disseminated by or on behalf of a manufacturer that refer to a particular product qualify under the broad definition of "labeling" in the Federal Food, Drug, and Cosmetic Act.' 99 Based on this reasoning, the Agency has sent dozens of letters to companies objecting to press materials or the information they contain.
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But not every press release by an FDA-regulated firm would qualify as labeling subject to FDA jurisdiction. Likewise, not every press release would constitute commercial speech, even if it refers to a particular product. For example, imagine that a pharmaceutical manufacturer issued a press release defending its clinical research for a controversial cancer drug that it recently recalled for safety reasons. The press release addresses a public debate over whether the FDA should have approved the drug in the first place, and whether the company engaged in misconduct during clinical trials. Suppose the company has no plans to reintroduce the drug to the market, but wants to defend its scientific integrity.
Considering the factors above, one could imagine the speech qualifying for heightened protection: Who is speaking? The press release is issued by a pharmaceutical manufacturer, a for-profit corporation. What is the content of the speech? It addresses the scientific practices that supported a marketing application for its particular product. When? It is released when the company was no longer marketing the product and does not anticipate marketing it again. Where? The press release targets the scientific community, via academic publications. Why? The press release is intended to defend the company's research practices in the public debate surrounding FDA's decision to approve the product. How? It is published via a press release, rather than a commercial advertisement.
This communication should qualify as fully protected noncommercial speech, as all of the factors except for who perfectly align. But tweaking any factor would likely jeopardize its noncommercial status. For example, how much could the press release focus on the recalled product rather than the company's research practices, if the ostensible goal is to defend the company's scientific integrity? What if the press release is sent to both scientific and lay audiences? Or made available on its web site? What if the company implies that its other products are safe?
As emphasized above, most of the factors boil down to why the company is speaking. And a court might reasonably derive commercial intent from even minor clues, for example, by concluding that disseminating the press release 200 Vodra, supra note 199, at 629-30 (noting that FDA sent its first letter in 1982, and sent forty such letters between 1996 and 2001). Of course, FDA's jurisdiction over "labeling" does not automatically extend to all materials distributed by companies that refer to a particular product. Elsewhere, my coauthors and I have identified materials that would probably not be subject to FDA jurisdiction, such as materials intended for investors to meet securities law disclosure obligations, and materials provided to regulators or legislators. Id. at 633-34.
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to physician publications is a way of assuring potential prescribers that the company's other products are safe. Given the industry's history of using creative and aggressive promotional techniques, courts might be skeptical enough to allow a hint of commercial intent to overpower several indications suggesting otherwise. Unfortunately, the Supreme Court declined an opportunity to clarify some of these points when it passed on Nike v. Kasky. 201 Another distinction-blurring form of speech is the video news release (VNR), a ready-made news segment produced or sponsored by drug manufacturers and sent to news channels. In the early 1990s, FDA sent a letter to the drug industry about VNRs, stating that "public relations materials that promote drug products and that are issued by or on behalf of those who market the drugs are . . . subject to the requirements of the Act."
20 2 The FDA recognized that a VNR could be a cleverly disguised promotion if it "makes any representation or suggestion related to the use of an identifiable drug product (whether or not the drug product or its sponsor is explicitly named)." 2 03 Although Professor Stern refers to restrictions on this type of "camouflaged promotion" as existing only "in the realm of improbable speculation," the FDA has initiated enforcement actions against VNRs and other forms of publicity manipulated by companies. 20 ' Although some VNRs can be blatantly promotional, it is not difficult to imagine variations that are not. But again, the factors would have to align almost perfectly for most courts to consider a VNR to be noncommercial speech.
A third example of distinction-blurring speech is speech communicated through ostensibly noncommercial activities, like charitable programs. Most major drug companies operate patient assistance programs (PAPs) that provide free or significantly discounted drugs to patients of limited means.
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Programs funded or sponsored by a single pharmaceutical firm might be a tempting venue for camouflaged promotion.
For example, could a company, under the guise of enrolling patients in its PAP, make claims that would draw FDA's ire? The Supreme Court has considered a series of cases involving mixed speech by charities soliciting contributions.
2 06 Although these cases focus on laws that limit the act of soliciting donations, the Court has held that such speech can be "fully protected speech" 2 07 after examining the circumstances in which it occurs. 20 s
